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1.0 BACKGROUND
1.1 OBJECTIVE

A technical systems audit (TSA) was performed October 7, 2009 on BEACHES
Study: QPCR Water Analysis by EMSL Analytical, Inc.” The NHEERL Principal
Investigator for the BEACHES Study is Dr. Timothy Wade. The TSA was conducted in
the EMSL Analytical, Inc facility in Westmont, NeW Jersey. '

The primary objective of this TSA was to provide assistance to the investigator
and the study staff to help ensure that the study quality assurance (QA) and quality
control (QC) procedures are appropriate for the anticipated end use of the data and that

the study documentation is adequate to ensure the defensibility of the study results.

1.2 APPROACH
The following approach was used in conducting this TSA:

(1) Preliminary review of study documentation consisting of the following:
Work Plan for Work Assignment 0-01 Westat Contract EPD-09-040 NEEAR Water

Study for Beaches Program

Statement of Work for Work Assignment 0-03 Westat Contract EPD-09-040 NEEAR
Water Study for Beaches Program

(2)  Preparation of a checklist based on information in the documentation
listed in the items above, to be used as a guide for conducting the TSA
(see Appendix A).

(3)  Conduct of the TSA according to the following schedule:



October 7, 2009
Introductory meeting with key staff at the laboratory
Tour of the laboratory
Observation of lab staff performing QPCR analyses of filter samples

Interviews with key staff to review procedures and records and to
complete the TSA checklist

Exit briefing with key staff

1.3 REVIEW PARTICIPANTS
1.3.1 Reviewers

Members of the TSA review team were Mr. Michael Ray (Environmental Public
Health Division Quality Assurance Manager) and Dr. Rich Haugland, U.S.

Environmental Protection Agency (EPA).

1.3.2 Project Personnel

The project personnel included Dr. Timothy Wade (NHEERL BEACHES Study
PI), Mr. Kurt Patrizi and Ms. Amy Kominski of Westat, Inc., and the following EMSL
Analytical, Inc. personnel: Mr. Robert DeMalo ( Senior Vice President, Laboratory
Services), Mr. Charles La Cerra (Special Projects Manager), Dr. Quanyi “Charlie” Li
(PCR Laboratory Director), and Ms. Diane Miskowski (Business Development

Manager).

2.0 SUMMARY

The staff is well-qualified in all phases of the study. Frequent communications
have enhanced the staff’s effectiveness and the overall quality of this study by providing

the opportunity for regular peer involvement in reviewing progress, addressing



problems, and planning changes.

The laboratories are well-maintained and are adequate to produce results of a
quality sufficient to meet the objectives of this study. However, it would be desirable to

have more lab space.

In completing the checklist and from the limited review of study records, there
were areas that were identified as exemplary. Those findings are documented in
Section 3.0. Areas where there was room for improvement is documented in Section
4.0.

It is the reviewers’ intent that the findings and recommendations in this report
increase the study personnel's awareness of QA and QC activities and good research
practices and assist them in making changes to improve the quality of the research
activities and study documentation, and to enhance the verifiability and defensibility of

the study results.



3.0 EXEMPLARY FINDINGS

1. Laboratory notebooks — Lab notebooks kept by the staff were neat and easy to
follow. Templates were used for calculations and the experiments were printed

out and taped into the books in a chronological order.

2. Technical Skills of Staff — All technical staff members were knowledgeable and
clearly competent for their project tasks. Dr. Li received QPCR training for the
BEACHES water samples from Dr. Haugland prior to commencement of sample
analysis. Dr. Li demonstrated his skills to Dr. Haugland during the audit by

performing the operating procedure for QPCR analysis.

3 Good communication was demonstrated between EMSL lab staff and Westat

and EPA field personnel.

4. EMSL has a dedicated QA staff who follow a specific checklist and operating
procedure for reviewing QPCR analytical data. Also, the EMSL QA Manual has a

separate module for environmental microbiology analysis.



4.0 RECOMMENDED IMPROVEMENTS

1. Observation: Due to space limitations, the DNA free hood is located in the same
room where other QPCR analysis procedures are performed. Also the hood does

not have laminar airflow.

Discussion: EMSL personnel perform surface swipe tests and monitor the lab air
to check for possible contamination. However these checks are time consuming
and contamination could still occur. Therefore, the planned move to EMSL’s new
facility which will have laminar flow hoods and separate rooms for QPCR

activities should be expeditied.

2. Observation: EMSL does not retain copies of the signed cover sheets for the data

reports that it sends to Westat.

Discussion: The signed cover sheets are needed to verify that all required
reviews of the data reports have been performed. Although EMSL should be
able to obtain signed cover sheets from Westat, it would be more timely and
efficient to retain copies in their files in case they are needed by EMSL to

document their reviews.



APPENDIX A

COMPLETED
TECHNICAL SYSTEMS AUDIT CHECKLIST
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